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September 27, 2016

UNOS Member Quality
RE: Indiana Donor Network on-site review

pear NN

I am writing in regards to the on-site review at Indiana Donor Network on August 30-31, 2016, which
was conducted by UNOS’ Member Quality. We have reviewed and completed a full analysis of violations
of OPTN Policies 1.2, 2.2, 2.5, 2.6, 2.15.C (previously OPTN Policy 2.15.B), 16.5 {previously OPTN Policy
16.6), and 18.1. We also reviewed the accuracy of information submitted on the Deceased Donor
Registration {DDR) forms. The enclosed UNOS Report Responses and Corrective Action Plans provide
explanations of the nonconformances identified and the corrective actions to be taken by Indiana Donor
Network.

In addition to the Corrective Action Plans provided, Indiana Donor Network will be reviewing our entire
QAPI program with the assistance of consultants to ensure a full program is in place to identify, correct,
and track nonconformances as well as to derive data that will be utilized to monitor and improve our
performance. As part of our corrective action process, the Indiana Donor Network reached out to its
peers at the Nevada Donor Network, Gift of Life Michigan and the New Jersey Sharing Network to
review how each of these OPOs ensure appropriate brain death declaration and documentation.

At Indiana Donor Network we feel passionately about performance and continually strive to meet all
regulatory requirements. We have put significant energy into examining not only the human factors in
the errors identified, but also the integrity of procedures employed throughout the organization. We
understand that we have some systemic issues and we also understand the severity of all violations
identified, including brain death pronouncement documentation which has been escalated to
Membership and Professional Standards Committee (MPSC) and Human Resources and Services
Administration {HRSA).

We appreciate the UNOS Member Quality’s review, which ensures Indiana Donor Network’s full
compliance with OPTN policies and upholds the integrity of organ donation and transplantation. If you
have any questions or need any additional information, please contact me at ||| | NN

Sincerely,

o _
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3. On shared organ and tissue cases, a QA team member will share HILV resuifs with the
organ tfranspiant programs. This is current practice and will remain part of the
continuing process.

4. These changes will be reflected in Indiana Donor Network work instruction WI-QS-009
Completing the Deceased Donor Registration. This will be implemented no later than
Ocftober 5, 2016.

5. The Clinical Qudlity Assurance Coordinators will be trained on these changes no later
than October 5, 2016.

6. Areport will be created enabling Quality Assurance staff to monitor the tesis that are
pending for both organ and tissue cases so that they can follow up on obtaining results.
This will be implemented no later than October 13, 2016.

7. indiana Donor Network Form ORG-002 Clinical Pathway and ORG-052 DCD Clinical
Pathway will be updated to require ¢ review of serologies entered into the EMR by the
AQC. These forms will be updated by October 5, 2014, and family services, organ
services and quality assurance coordinators will be frained by October 5, 2016.

Effectiveness Assessment:

Compliance will be measured through our internal cudit process. Internal audit 004 “Organ
Donor Suitability & Positive Serologies” will have an audit item added where the auditor will
check the serology results in UNET fo ensure they match what is documented in the chart on
cases where organ and tfissue was recovered. This audit was started September 23, 2016. Any
non-conformances will be reported o the Manager, Business Analytics & Regulatory
Compliance, and the comrective action process will be completed to comrect any non-
conformances identified.

The current organ chart QA process will be updated to be completed in two parts. An initial
QA check of critical information including but not limited o the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology results, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplaniable Organs form (ORG-097), and
accuracy of the admission date and fime will be performed to ensure critical items identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness ot this time. This initial check will be initiated within 10 days of case completion
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They did produce updated documentation during the audit verifying that there was archived
serum available for these two donors.

Root cause:

Lack of QA process
Corrective Action Plan 1. All donor records from August 1, 2015 through current have been checked to ensure
and Esfimated that the statement regarding an archive sample is present on the final repert received
Completion Dates from the lab archiving serum for organ donors.

2. Indiana Donor Network work instruction Wi-ORG-068 will be created to reflect that all
final HLA reports must have the statement 1.5 mi of serum is archived on this donor and
will be saved for a minimum of 10 years.” If the statement is not present, the lab will be
contacted by the Clinical QA Coordinator to find out if there is archive serum at the iab.
If there is, an amended report will be requested. If there is no serum archive, a
reportable event will be written and the investigation will be completed and
documented through the CAPA process. This will be implemented no later than
October 5, 2016.

3. The Clinical QA Coordinators will be frained on WI-ORG-068 by October 5, 2016.

Effectiveness assessment:

Compliance will be measured through our intfernal cudit process. Internal audit 015 “Organ
Donor Records” will have an cudit item added where the auditor will perform o random chart
sampling fto verify that the statement “1.5 mL of serum is archived on this donor and will be
saved for a minimum of 10 years” appears on all final HLA reports sampled. This audit was
started September 23, 2016. Any non-conformances will be reported to the Manager, Business
Analytics & Regulatory Compliance, and the cormrective action process will be completfed fo
comrect any non-conformances identified.

The current organ chart QA process will be updated to be completed in two parts. Aninitial
QA check of critical information including but not limited o the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology results, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Organs form {ORG-097), and
accuracy of the admission date and time will be performed fo ensure crifical iterns identified in
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urinalysis with micro will be ordered. These forms will be updated and effective no later
than October 5, 2016.

5. Indiana Donor Network Form CRG-002 Clinical Pathway and ORG-052 DCD Clinical
Pathway will be updated to reflect that the AOC will confirm urinalysis results of no more
than 24 hours prior o entering OR are in the EMR. These forms will be updated and
effective no later than October 5, 2016.

6. An automated report will be crected and sent fo QA weekly that lists the donors from
the week, cross clomp date and time, and date and time of the latest U/A
documented in the OPO EMR. This will be reviewed by the Manager, Business Analyfics
and Regulatory Compliance with the QA team fo ensure compliance. This will be
implemented no later than October 13, 2016.

7. All Organ Services and Quaiity Assurance Coordinators will be frained on the new form,
the updated clinical pathways, and policy updates no later than October 5, 2014.

Effectiveness assessment:

The current organ chart QA process will be updated to be completed in two parts. An initial
QA check of critical information including but not limited to the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology results, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Organs form {ORG-097), and
accuracy of the admission date and fime will be performed to ensure crifical items identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness at this fime. This initial check will be inifiated within 10 days of case completion
and will be documented on form ORG-085 Organ Charf QA Checklist, All non-conformances
will be tracked through the reportable events process per policy QS A1.000.

An internal quality committee will review all non-conformances on a monthly basis to ensure
they were resolved according to company policy and review any trends identified. If trends
are identified, the gudadlity committee will perform an analysis to determine the root cause of
the trend and recommend proper corrective actions to implement.
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3. All Quality Assurance staff will be trained on the process change and the work
instruction no later than October 5, 2016.

4. Areport that can pull the serial data from the OPO EMR info the DDR will be
implemented no later than October 13, 20164.

5. Indiana Donor Network form ORG-052 DCD Clinical Pathway will be updated fo reflect
that vital signs must be documented every 5 minutes between withdrawal of support
and start of agonal phase, and every 1 minute between the start of the agonal phase
and cardiac death. These updates will be made by October 5, 2016,

6. All Quadlity Assurance and Organ Recovery staff will be trained on the process change,
updated pathway, and updates to the work instruction no later than October 5, 2016.

7. Family Services staff will receive education regarding the completion of the
authorization/disclosure paperwork, what to do if a case is delayed for any reason, and
the proper way to make error corrections. This will all occur by October 5, 2016.

8. Organ staff will be retrained on marking the liver data page appropriately when o
biopsy is performed, even if it is not performed locclly, as well as the effects of not
marking this information appropriately. This will be completed by October 5, 2016.

9. A checklist (has been assigned ORG-098 Case Hand Off Report as an identifier) will be
made for Organ Recovery Coordinafors to complete at the end of a case in order to
commurnicate fo the QA staff any testing thal needs followed up on post case {i.e.
pending tests, pending biopsy reports, etc.). The checklist will be implemented no later
than October 5, 2016 and staff will be frained on the form.

10. Quality Assurance Coordinators and Organ Recovery Coordinators will be re-frained
regarding eniry of biopsy resulis on the anatomy pages in the GPO EMR to ensure
correct information is imported into the DDR. Retraining will be completed with
appropriate staff no later than October 5, 2016.

11. The QA process for verifying serology results in UNET/TIED! will be updated to reflect that
all serology resuits documented will be read aloud by one Clinical Quality Assurance
Coordinator and verified in UNET/TIEDI by a second Clinical Quality Assurance
Coordinator. If the donor also donated fissue, this will have to be performed with a
Tissue Clinical Quality Assurance Coordinator fo ensure that the final serology results
have been received and that all test resulis are included prior 1o validation. This will be
implemented no later than October 5, 2016.

12. These changes will be reflected in Indiana Donor Network work instruction WI-QS-009
Completing the Deceased Donor Registration and WI-ORG-068 Organ Chart QA
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Process. Additionally, the places fo look in the donor record for certain information will
be added to the WI-QS-009 fo ensure that all locations for information have been
checked prior o DDR validation. This will be implemented no later than October 5, 2016.

13. The Clinical Quality Assurance Coordinators will be frained on these changes no later
than October 5, 2016.

Effectiveness assessment:

Compliance will be measured through our internal audit process. Internal audif 004 “Organ
Donor Suitability & Positive Serologies” will have an audit item added where the auditor will
check the serclogy results in UNET fo ensure they match what is documented in the chart on
cases where organ and fissue was recovered. This audit was started September 23, 2016. Any
non-conformances will be reported fo the Manager, Business Analytics & Regulatory
Compliance. The corrective action process will be followed for any non-conformances
identified.

The cumrent organ chart QA process will be updated to be completed in two parts. An initial
QA check of critical information including but not limited o the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology results, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Grgans form {ORG-097}. and
accuracy of the admission date and fime will be performed to ensure crifical items identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness at this fime. This initicl check will be inifiated within 10 days of case completion
and will be documented on form ORG-085 Organ Chart QA Checkiist. All non-conformances
will be tracked through the reportable events process per policy QS A1.000.

An internal quality committee will review all non-conformances on @ monthly basis to ensure
they were resolved according to company policy and review any frends identified. If frends
are identified, the quality committee will perform an analysis to determine the root cause of
the trend and recommend proper comrective actions to implement.

The results of all third party audits will be reported fo the CEO, and Advisory and Executive
Boards. This will be added fo policy QS A6.000 Third Party Inspection no later than October 5,
2016.
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Tests were completed using two

separate blood samples Verified

Protocol to resolve conflicting primary

blood types Verified
Verified

Verification that two individuals
performing biood type reporting
each consulted source documents
Verification occurs prior to the match | Unable to verify, accelerated
run or in cases of accelerated donation element is not
donation, verification occurs prior to present.

organ release to the transplant
hospital.

During the onsite review, site surveyors conducied an interview with two Organ Recovery
Coordinators {ORCs) about how they perform ABO verification. Site survevyors validated that
OPO staff practices dlign with the OPQO's policies and procedures related to OPTN Policy 2.6.
Requested Action(s) Please provide a corrective action plan fo ensure compliance with OPTN Policy 2.6.

Explanation Language regarding how ABO verification must occur in the case of an accelerated donation
was notf incorporated when updating policy ORG A17.000 ABO confirmation.

Root Cause:
Lack of a process to ensure all regulation updates are implemented in policy and practice.

Corrective Action Plan 1. Policy ORG A17.000 ABC Confirmation will be updated to include ianguage regarding
and Estimated cases of accelerated donation and verification occurring prior to organ release to the
Completion Dates fransplant hospital. The policy updates will be implemented no later than October 5,
2016.
33
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2. Al CGrgan Services staff and Qudlity Staff will be frained on the policy updates prior fo
implementation and no iafer than October 5, 2016.

3. When UNQGS, CMS, or ctherregulatory policy language is updated, the Manager,
Business Analytics and Regulatory Compliance is notified of changes via email from alll
of the regulatory bodies {UNGS, CMS, efc.). The Manager, Business Anaiytics and
Regulatory Compliance or designee will nofify appropriate department ieaders that
policy updates affecting their respective department{s} may be necessary. The
appropriate department leader(s} will be responsibie for updating all affected policies,
forms, and/or work instructions in Indicana Donor Network’s document managemeni
system by the deadline provided by the Manager, Business Analytics and Regulatory
Compliance or designee as he/she deems appropriate. The Manager, Business
Analytics and Regulatory Compliance or designee will review the updated policies,
forms, and work instructions 1o ensure ol information is updated according to regulatory
policy language and becomes effective as defined by the regulatory body.
Corrections or additional updates may be required by department leaders.
Department leaders will be responsibie for retraining of staff as appropriate. The Quality
Systems Coordinator will update the internal audit matrixes within the same fime frame
that is given fo department leadership fo make policy updates. The vpdated audit
mairixes will then be reviewed for accuracy by the Manager, Business Analytics and
Regulatory Compliance. Additionally, prior to any audit beginning, the Quality Systems
Coordinator will ensure a review of the most current UNOS and CMS policies and ensure
alignment of the audit with these policies.

4, Policy ORG D2.000 Implementation of new UNOS policies and QS B1.00C Policies and
Procedures Document Control wili be updated to reflect these changes and
implemented no later than October 5, 2016.

5. Organ Services leadership staff, the Manager, Business Analytics & Regulatory
Compliance and the Quality Systems Coordinaior will all be trained on the policy
updates prior to implementation and no later than October 5, 2016.

Effecliveness Assessment:
The Qudlity Systems Coordinator will continue fo perform annual audits o ensure regulatory
policy language is accurately reflected in all applicable internal policies.
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DDR was not being formally fracked or enforced in any way. Because of volume and process
changes, some of the DDRs were completed outside of the 30-day window specified.

Lack of alignment of processes for Organ department staff enfering and validating DonorNet
Summaries and Quality Services staff performing quality control of the donor record.

Corrective Action Plan 1. At the conclusion of a case, the Organ Recovery Coordinators are to complete the
and Estimated DDR Entry and Summary page in the electronic medical record system. When the
Completion Dates Feedback document is compieted in UNET by the Clinical QA Coordinator or Quality

Coordinator, they will assign a task in the electronic medical record for the final two
Organ Recovery Cooerdinators on the case o complete any of the DDR Entry and
Summary page that has not yet been completed. The CRCs will have 10 calendar days
to complete this fask. Once the tfask is marked as complete in the EMR, it will send an
email to the quadality staff who assigned the task stating that the task has been closed.
This will alert the quadality staff that the DDR is ready fo be Reviewed and vdlidated.

2. Policy ORG-C6.000 Data Submission, Wi-QS-009 Completing the Deceased Donor
Registration, and WI-QS-010 Completing the Donor Organ Disposition will all be updated
to reflect the changes outlined above. These updates will be effective no later than
October 5, 2016.

3. Al Grgan Services staff, Quality Assurance Coordinators and Quality Coordinators will
be trained on these changes prior to implementation and no later than October 5,
2016.

4, Areport will be created that is sent daily to the Manager, Business Analytics &
Regulatory Compliance showing pending Feedback, PTRs, and DDR information.
Pending reports that are due within 10 days will be highlighted and the Manager,
Business Analytics & Regulatory Compliance will be responsible for ensuring reports are
compieted on time. This update will be effective no later than October 13, 2016.

Effectiveness Assessment:

he cumrent organ chart QA process will be updated to be completed in two parts. An initial
QA check of critical information including but not limited to the Authorization/Disclosure, UDRA!
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology results, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
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